TCT-51: Differential 12-month Clinical Outcomes for STEMI Related to Stent Thrombosisvs. Graft Thrombosis  by unknown
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\HDUVZLWKERWK'(6DQG%06EXWRFFXUVPRUHIUHTXHQWO\ZLWK'(6DQGUHVXOWVLQ67(0,PRUH
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
DUHWKHPDLQVWUDWHJLHVRIUHYDVFXODUL]DWLRQWKDWKDYHEHHQFRPSDUHGLQPXOWLSOHUDQGRPL]HGVWXGLHV
6WHQWDQGJUDIWWKURPERVLVDUHVHYHUHFRPSOLFDWLRQVRIWKHVHWZRVWUDWHJLHVDQGRIWHQSUHVHQWFOLQLFDOO\
DV D 67 HOHYDWLRQP\RFDUGLDO LQIDUFWLRQ 67(0, 2XU VWXG\ DLPZDV WR FRPSDUH WKH RXWFRPHV
EHWZHHQSDWLHQWVZLWKVWHQWWKURPERVLVDQGJUDIWRFFOXVLRQIROORZLQJSULPDU\3&,
0HWKRGV:HSURVSHFWLYHO\FROOHFWHGGDWDRQDOOSDWLHQWVXQGHUJRLQJSULPDU\3&,DWWKH0RQWUHDO
+HDUW,QVWLWXWHEHWZHHQ$SULODQG0DUFK3DWLHQWVZHUHJURXSHGDFFRUGLQJWRWKH
67(0, HWLRORJ\ LH VWHQW WKURPERVLV JUDIW WKURPERVLV RU QDWLYH FRURQDU\ HYHQW FRQWURO JURXS
0DMRU DGYHUVH FDUGLDF HYHQWV 0$&( LQFOXGLQJ GHDWK P\RFDUGLDO LQIDUFWLRQ DQG WDUJHW YHVVHO
UHYDVFXODUL]DWLRQZLWKLQPRQWKVZDVFKRVHQDVDFRPELQHGSULPDU\HQGSRLQW
5HVXOWV $ WRWDO RI  SDWLHQWV ZHUH LQFOXGHG LQ WKLV ORQJLWXGLQDO FRKRUW VWXG\  LQ WKH VWHQW
WKURPERVLVJURXSLQWKHJUDIWWKURPERVLVJURXSDQGLQWKHFRQWUROJURXS&RPSDUHGWRWKH
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FRQWURO JURXS VWHQW DQG JUDIW WKURPERVLV ZHUH DVVRFLDWHG WR D KLJKHU0$&( UDWHV  
DQGUHVSHFWLYHO\S )LJXUH0RUHRYHUDIWHUWKH&R[UHJUHVVLRQDQDO\VLVRQO\VWHQW
WKURPERVLVZDVVKRZQWREHDVVRFLDWHGZLWKDQLQFUHDVHGULVNRI0$&(+5FRQ¿GHQFHLQWHUYDO
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
&RQFOXVLRQ ,Q WKH VHWWLQJ RI SULPDU\3&, IRU 67(0, VWHQW DQG JUDIW WKURPERVLV DUH DVVRFLDWHG
ZLWK SRRUHU FOLQLFDO RXWFRPHV DW  PRQWKV LH GHDWK P\RFDUGLDO LQIDUFWLRQ DQG WDUJHW YHVVHO
UHYDVFXODUL]DWLRQZKHQFRPSDUHGWR67(0,GXHWRDQDWLYHFRURQDU\HYHQW
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3DWLHQWV:LWK6WHQW7KURPERVLV+DYHD6LPLODU3URJQRVLVWR3DWLHQWV3UHVHQWLQJ:LWK67
HOHYDWLRQ0\RFDUGLDO,QIDUFWLRQRI'HQRYR/HVLRQV
/RLF%HOOH&HGULF'HOKD\H.RKHL:DNDED\DVKL0LFKDHO0DKPRXGL,WVLNEHQ'RU0DQXHO
*RQ]DOH]*DEULHO0DOXHQGD$VPLU,6\HG0LFKDHO$*DJOLD6DUD'&ROOLQV5HEHFFD
7RUJXVRQ=KHQ\L;XH:LOOLDP26XGGDWK/RZHOO)6DWOHU.HQQHWK0.HQW-RVHSK/LQGVD\
$XJXVWR'3LFKDUG5RQ:DNVPDQ
&DUGLRYDVFXODU5HVHDUFK,QVWLWXWH:DVKLQJWRQ'&
%DFNJURXQG'UXJHOXWLQJVWHQW WKURPERVLV67DPDMRUFRPSOLFDWLRQRISHUFXWDQHRXVFRURQDU\
LQWHUYHQWLRQ 3&, FRPPRQO\ SUHVHQWV DV 67HOHYDWLRQP\RFDUGLDO LQIDUFWLRQ 67(0,:KHWKHU
67(0,UHODWHGWR67KDVWKHVDPHFOLQLFDOLPSDFWDV67(0,RQGHQRYRFRURQDU\OHVLRQVLVXQFHUWDLQ
7KLVVWXG\ZDVGHVLJQHGWRDGGUHVVWKLVLVVXH
0HWKRGV :H LQFOXGHG  FRQVHFXWLYH 67(0, SDWLHQWV WUHDWHG ZLWK SULPDU\ 3&, LQ RXU
FDWKHWHUL]DWLRQODERUDWRU\IURPWRSDWLHQWVZHUHGLDJQRVHGDVKDYLQJD67LQGUXJ
HOXWLQJVWHQW67(0,SDWLHQWVZLWK6767JURXSZHUHFRPSDUHGZLWKWKHUHPDLQLQJSDWLHQWV
ZLWK67(0,XQUHODWHGWR67GHQRYRJURXS7KHRFFXUUHQFHRIWKHLQKRVSLWDOFRPSRVLWHHQGSRLQWRI
GHDWKDQGP\RFDUGLDOLQIDUFWLRQZDVFRPSDUHGEHWZHHQWKHJURXSV
5HVXOWV3DWLHQWVLQWKH67JURXSKDGDKLJKHULQFLGHQFHRIGLDEHWHVPHOOLWXVDQGDORZHUHMHFWLRQ
IUDFWLRQWKDQGLGSDWLHQWVLQWKHGHQRYRJURXS$WWKHWLPHRIWKHSURFHGXUHSDWLHQWVLQWKH67JURXS
KDGDORZHUSUHSURFHGXUH7,0,ÀRZUDWH7KHLQKRVSLWDOUDWHRIGHDWKRUP\RFDUGLDOLQIDUFWLRQZDV
KLJKHULQWKH67JURXSWKDQLQWKHGHQRYRJURXSYVS ,QPXOWLYDULDEOHDQDO\VLV
DGMXVWHGIRUEDVHOLQHDQGSURFHGXUDOYDULDEOHV67ZDVQRORQJHUDVVRFLDWHGZLWKDKLJKHUUDWHRILQ
KRVSLWDOGHDWKRUP\RFDUGLDOLQIDUFWLRQ25 &, S 
,QGHSHQGHQWSUHGLFWRUVRILQKRVSLWDO&RPSRVLWHHQGSRLQWRIGHDWKDQGP\RFDUGLDOLQIDUFWLRQ
+D]DUG5DWLR &RQ¿GHQFH,QWHUYDO 3YDOXH
$JHSHU\HDU   
&DUGLRJHQLFVKRFN   
DQJLRJUDSKLFVXFFHVVRIDOOOHVLRQWUHDWHG   
$QWHULRULQIDUFWLRQORFDWLRQ   
67(0,GXHWRVWHQWWKURPERVLV   
2QO\SYDOXHEXW67(0,GXHWRVWHQWWKURPERVLVKDVEHHQUHSRUWHGLQWKHWDEOH67(0, 67HOHY
&RQFOXVLRQ$IWHUSULPDU\3&,WKHLQKRVSLWDODGMXVWHGUDWHRIGHDWKDQGP\RFDUGLDOLQIDUFWLRQ
GLG QRW GLIIHU EHWZHHQ SDWLHQWV ZLWK 67(0, GXH WR 67 DQG SDWLHQWV ZLWK 67(0, GXH WR
WKURPERVLVRIDGHQRYROHVLRQ
7&7
0XOWLYHVVHO6WHQWLQJ'XULQJ3ULPDU\3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQ)RU$FXWH
0\RFDUGLDO,QIDUFWLRQ$4XDQWLWDWLYH5HYLHZ
$NVKD\%DJDL3DDODGLQHVK7KDYHQGLUDQDWKDQ:DVHHP6KDULHII$VLP&KHHPD
6W0LFKDHO¶V+RVSLWDO7RURQWR21&DQDGD8QLYHUVLW\RI7RURQWR7RURQWR21&DQDGD
%DFNJURXQG $ VLJQL¿FDQW QXPEHU RI SDWLHQWV XQGHUJRLQJ SULPDU\ SHUFXWDQHRXV FRURQDU\
LQWHUYHQWLRQS3&,IRU67HOHYDWLRQP\RFDUGLDOLQIDUFWLRQ67(0,KDYHPXOWLYHVVHOGLVHDVH09'
'HVSLWHDEVHQFHRIFOLQLFDOHYLGHQFHFXUUHQWJXLGHOLQHVDGYLVH3&,RILQIDUFWUHODWHGDUWHU\RQO\,5$
3&,DWWKHWLPHRIS3&,DQGUHFRPPHQGVXEVHTXHQWVWDJHG3&,RIQRQ,5$OHVLRQV,QWKLVVWXG\ZH
UHSRUWWKHUHVXOWVRIDTXDQWLWDWLYHUHYLHZHYDOXDWLQJWKHVDIHW\DQGHI¿FDF\RIPXOWLYHVVHOVWHQWLQJWR
WUHDWERWK,5$DQGQRQ,5$OHVLRQVFRPSOHWH3&,GXULQJS3&,
0HWKRGV$FRPSUHKHQVLYHOLWHUDWXUHVHDUFKZDVSHUIRUPHG6WXGLHVHYDOXDWLQJVWUDWHJ\RIFRPSOHWH
3&,FRPSDUHGZLWK,5$3&,LQSDWLHQWVZLWK09'XQGHUJRLQJS3&,ZHUHLQFOXGHG3DWLHQWVZLWK
FDUGLRJHQLFVKRFNZHUHH[FOXGHGIURPDQDO\VLVZKHQVHSDUDWHGDWDZDVDYDLODEOH2GGVUDWLRVZHUH
FDOFXODWHGIRUFDWHJRULFDOGDWDRIHDFKVWXG\DQGWKHFRPELQHGGDWDXVLQJ0DQWHO+DHQV]HOFKLVTXDUH
VWDWLVWLF
5HVXOWV$ WRWDO RI  SDWLHQWV IURP  VWXGLHV LQFOXGLQJ  UDQGRPL]HG FRQWUROOHG WULDOV ZHUH
LQFOXGHGSDWLHQWVXQGHUZHQW,5$3&,ZKLOHXQGHUZHQWFRPSOHWH3&,DWWKHWLPHRIS3&,
,Q,5$3&,JURXSVXEVHTXHQWO\KDGVWDJHG3&,RIQRQ,5$OHVLRQVDQGPDQDJHPHQWRIQRQ
,5$OHVLRQVLQSDWLHQWVZDVDWWKHGLVFUHWLRQRIWKHWUHDWLQJSK\VLFLDQ7KHFOLQLFDORXWFRPHVDUH
VKRZQLQWKHWDEOH
7DEOH,QKRVSLWDODQGORQJWHUPFOLQLFDORXWFRPHV
,5$3&, &RPSOHWH3&, 2GGVUDWLR&,
,QKRVSLWDO
%OHHGLQJ   
6WURNH   
'HDWK   
/RQJWHUP
5HLQIDUFWLRQ   
6WHQWWKURPERVLV   
5HYDVFXODUL]DWLRQ   
'HDWK   
0$&(   
0$&(PDMRUDGYHUVHFOLQLFDOHYHQWVS
&RQFOXVLRQ7KLV TXDQWLWDWLYH UHYLHZRI DYDLODEOH HYLGHQFH VXJJHVWV WKDW LQ SDWLHQWVZLWKRXW
KHPRG\QDPLFLQVWDELOLW\FRPSOHWH3&,DWWKHWLPHRIS3&,LVDVVRFLDWHGZLWKVLPLODUUDWHVRI
LQKRVSLWDODQGORQJWHUP0$&(FRPSDUHGWRSDWLHQWVXQGHUJRLQJ,5$3&,+RZHYHUUDWHVRI
XQSODQQHGUHYDVFXODUL]DWLRQDUHORZHULQWKHFRPSOHWH3&,JURXS$ODUJHUDQGRPL]HGVWXG\LV
UHTXLUHGWRFRQ¿UPWKH¿QGLQJVRIWKLVVWXG\
7&7
5HODWLRQVKLSRI%ORRG7UDQVIXVLRQDQG&OLQLFDO2XWFRPHLQ3DWLHQWV7UHDWHGZLWK
3ULPDU\$QJLRSODVW\IRU$FXWH0\RFDUGLDO,QIDUFWLRQ
5HQDWR9DOHQWL*XLD0RVFKL5XEHQ9HUJDUD*XLGR3DURGL$OEHUWR6DQWLQL$QJHOD
0LJOLRULQL1D]DULR&DUUDEED*XLGR3DURGL*LDPSDROR&HULVDQR'DYLG$QWRQLXFFL
&DUHJJL+RVSLWDO)ORUHQFH,WDO\
%DFNJURXQG)HZGDWDH[LVWDERXWWKHSURJQRVWLFLPSDFWRIEORRGWUDQVIXVLRQ%7LQSDWLHQWVWUHDWHG
ZLWKSULPDU\SHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ3&,IRUDFXWHP\RFDUGLDOLQIDUFWLRQ$0,7KH
DLPRIWKHVWXG\ZDVWRDVVHVVWKHLPSDFWRI%7RQFDUGLDFPRUWDOLW\DQGLVFKHPLFUHODWHGHYHQWV,(
LQSDWLHQWVWUHDWHGZLWKSULPDU\3&,IRU$0,
0HWKRGV)URP WRSDWLHQWVXQGHUZHQWSULPDU\3&,1LQW\WKUHH SDWLHQWV
UHFHLYHG%7 ,QGLFDWLRQIRU%7ZDVDQKDHPRJORELQYDOXHJGO7KH LPSDFWRI%7RQPRQWK
FDUGLDFPRUWDOLW\DQG,(FRPSRVLWHRILVFKHPLFUHODWHGFDUGLDFGHDWKDQGQRQIDWDOUHLQIDUFWLRQZHUH
DVVHVVHGE\PXOWLYDULDWH&R[UHJUHVVLRQDQDO\VLVDQGZLWKDSURSHQVLW\VFRUHDGMXVWHGPXOWLYDULDWH
DQDO\VLV
5HVXOWV0HGLDQKDHPRJORELQYDOXH LQ WKH%7JURXSZDVJGO ,4UDQJH7KHUHZHUH
VLJQL¿FDQWGLIIHUHQFHVSLQEDVHOLQHFOLQLFDODQGDQJLRJUDSKLFFKDUDFWHULVWLFVEHWZHHQWKH%7
JURXSQ DQGWKHQRQ%7JURXSQ PHDQDJH\UVYV\UVPDOHYV
GLDEHWHVYVSUHYLRXVP\RFDUGLDOLQIDUFWLRQYVFDUGLRJHQLFVKRFNRQDGPLVVLRQ
YVLVFKHPLDWLPHKYVPXOWLYHVVHOGLVHDVHYV7KHSULPDU\3&,
VXFFHVVUDWHZDVVLPLODULQERWKJURXSVYV,QKRVSLWDOPDMRUEOHHGLQJ7,0,FULWHULD
DQGYDVFXODUFRPSOLFDWLRQZHUHVLJQL¿FDQWO\KLJKHULQ%7JURXSYVSDQGYV
SUHVSHFWLYHO\7KHPRQWKIROORZXSUDWHZDV6L[PRQWKFDUGLDFPRUWDOLW\UDWH
ZDVLQ%7JURXSDQGLQQRQ%7JURXSSDQG,(ZHUHYVUHVSHFWLYHO\
S0XOWLYDULDWHDQDO\VLVVKRZHG%7WREHDQLQGHSHQGHQWSUHGLFWRURIFDUGLDFGHDWK+5
&,SDQGFDUGLDF,(+5&,SDOVRDGMXVWLQJIRUWKH
SURSHQVLW\VFRUHFVWDWLVWLF+5S IRUFDUGLDFPRUWDOLW\DQG+5S IRU,(
&RQFOXVLRQV%7 LV DVVRFLDWHGZLWK XQIDYRXUDEOH FKDUDFWHULVWLFV DQG D SRRU RXWFRPH LQ SDWLHQWV
WUHDWHGZLWKSULPDU\3&,+RZHYHU%7UHPDLQVDQLQGHSHQGHQWSUHGLFWRURIPRUWDOLW\DOVRZLWKD
UHVWULFWHGXVHWRSDWLHQWVZLWKVHYHUHDQHPLD3UREDEO\WKHFDUGLDF,(SOD\DNH\UROHWRH[SODLQWKH
ZRUVHSURJQRVLV
7&7
&OLQLFDO2XWFRPHVLQ8QVHOHFWHG3DWLHQWV3UHVHQWLQJZLWK$FXWH67(0,&RPSOLFDWHGE\
&DUGLRJHQLF6KRFNLQWKH3ULPDU\3&,HUD(DUO\3HUFXWDQHRXV+DHPRG\QDPLF6XSSRUWLV
,QGLFDWHGEXW8QGHUXWLOLVHG
5RVKDQ3:HHUDFNRG\$\HVKD&4XUHVKL6XNKELU6'KDPUDLW$NKLO.DSXU(OOLRW6PLWK5
$QGUHZ$UFKEROG
%DUWVDQG7KH/RQGRQ1+67UXVW/RQGRQ8QLWHG.LQJGRP
,QWURGXFWLRQ67HOHYDWLRQP\RFDUGLDOLQIDUFWLRQ67(0,FRPSOLFDWHGE\FDUGLRJHQLFVKRFN&6LV
DVVRFLDWHGZLWKDKLJKPRUWDOLW\UDWH:HHYDOXDWHGSDWLHQWRXWFRPHVDQGSUHGLFWRUVRIVXUYLYDODPRQJ
SDWLHQWVPDQDJHGZLWKFRQWHPSRUDU\SUDFWLFHLQYROYLQJSULPDU\SHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ
3&,DQGWKHXVHRIPHFKDQLFDOKDHPRG\QDPLFVXSSRUW
0HWKRGV7KH+HDUW$WWDFN&HQWUHDW7KH/RQGRQ&KHVW+RVSLWDOSURYLGHVDQHWZRUNZLGHKRXU
SULPDU\3&,VHUYLFHWRDSRSXODWLRQRIPLOOLRQ:HFROOHFWHGFOLQLFDOGDWDRQSDWLHQWVZLWK67(0,
FRPSOLFDWHGE\&6LQFOXGLQJEDVHOLQHFKDUDFWHULVWLFVSURFHGXUDOGHWDLOVLQKRVSLWDOFRPSOLFDWLRQVDQG
DOOFDXVHPRUWDOLW\DWPRQWKV0RUWDOLW\GDWDZHUHREWDLQHGIURPWKH2I¿FHRI1DWLRQDO6WDWLVWLFV
&6ZDVGH¿QHGLQDFFRUGDQFHZLWK%&,6JXLGHOLQHVDVORZV\VWROLFEORRGSUHVVXUHPP+JD
SXOVH!ESPDQGZKRZHUHFRROFODPP\RUUHTXLUHGLQRWURSHV
5HVXOWV%HWZHHQ-DQXDU\DQG'HFHPEHURISDWLHQWVWUHDWHGZLWKSULPDU\
3&,IRU67(0,KDG&6RQSUHVHQWDWLRQ7KHSDWLHQWFKDUDFWHULVWLFVDUHVKRZQLQWDEOH,QSDWLHQW
PRUWDOLW\ZDVIRU&6YHUVXVIRUQRQVKRFNS$OOFDXVHPRUWDOLW\DWPRQWKVZDV
FRPSDUHGWRIRUQRQVKRFNSDWLHQWVS$QLQWUDDRUWLFEDOORRQSXPS,$%3ZDV
XVHGLQSDWLHQWVZLWK&67KHUHZDVQRVLJQL¿FDQWGLIIHUHQFHLQWKHUDWHRI,$%3XVHDPRQJ
SDWLHQWVZKRGLHGYVVXUYLYRUV+RZHYHUHDUO\DWVWDUWRIFDVH,$%3XVHZDVKLJKHUDPRQJVXUYLYRUV
7KHUHZDVDVLJQL¿FDQWO\KLJKHUSUHYDOHQFHRIPXOWLYHVVHOOHIWPDLQGLVHDVHSDPRQJSDWLHQWV
ZKRGLHG
&RQFOXVLRQ &6ZDV DVVRFLDWHGZLWK D VL[ IROG LQFUHDVH LQ LQKRVSLWDOPRUWDOLW\ DIWHU 67(0, LQ
XQVHOHFWHG SDWLHQWV PDQDJHG ZLWK SULPDU\ 3&, )RU SDWLHQWV ZLWK &6 ZKR VXUYLYHG WR KRVSLWDO
GLVFKDUJH WKHGHDWKUDWHDWPRQWKVZDVUHPDUNDEO\ ORZ7KHDGRSWLRQRIHDUO\KDHPRG\QDPLF
VXSSRUWLPSURYHVVXUYLYDODPRQJ67(0,SUHVHQWLQJZLWKFDUGLRJHQLFVKRFNEXWPD\EHXQGHUXWLOLVHG
7DEOH3DWLHQWFKDUDFWHULVWLFV
